Food and Drug Administration
Center for Food Safety and Applied Nutrition
Office of Special Nutritionals

ARMSH#

[ [ 203/ ]
A

7 - PROCEDURES

000001



Patient Name Cate Drawn Cate Recaived Datw of Report

I - 85/29/98 | '65/29/93'- 85/29/38
~ax g 10 Nun'ou
Bl e

Sr3enng In,sic0an

.

2 < 96248 Time

I I W KK I I I I Fe T I I I 3 JE I I I T M SPECIAL REFORT W 3 96 36 3 3 T Je X I I I I I I I I T B XK

ER TOX SCREEN,ELOOD

98~11237
8705/

PE of EnAN

3 1 3 s -

ACETAMINORHEN IMIFRAMINE
ACETONE ISOFROFANOL

—  AMITRIRTYLINE - HEFROBARATE
AMCEAREITAL METHANOL
CHILORDIAZEPOXIDE ) METHYPRYLON

—  DESAEKYLFLURAZEPAR———————————N-—-DESHEF-DOXEREN
DESIFRAMINE _ NORDIAZEPAM
DIAZEFAM ) NORTRIFTYLINE
DOXEFIHN FENTORAREETAL
ETHANOL : FHENORAREITAL
ETHCHLORVYNOL SALICYLATES
GLUTETHIMIDE SECORAREETAL




v ( REFERRING PHYSICIAN - . ]
/ GRAWN

AECEIVED
@5/38/98 17:26}6/91/98 88: 3¢

Ty Pl vl Ub, 1 D IR SRREATETRE | MRS 2] £ 1 N %)
pL CSF © ° Monreactive Nonreactive - -
~ PR
. 05 /93 -
'ELIA burgdorferi (LYME DISEASE) IgG & IgM ANTIKODY INDICES PE /il ofold Ean

mEra~blood-brain barrier synthesis of . burgdorferi
2. bhurgdorferi Ig6 b INDEX " 3 i.ess Than L.@
** Antibody Index not calculated hecause elevated specific
antzbody was not found 1n BUTH the CSF and serum.
3. hurgdorferi IghM Ab INDEX 3 # l.ess than 1.0
¥% Antibcdy Index not calculated because s=levabted specific
antibody waz wnet found in BCTH bYhe CHF and serum.

[gG (loe) Less than 8.1 Less than 8.1 mg/dL
IgG INMDEX ‘ B8.54 lLess than 8.7
NS Ig0 SYNMTHESIS RATE l.ess than 3.3 Less than 3.3 mg/24hr
[}ﬂ {la Less bthan .91 Less than 8.391 mg/di
NINDEX : 3.05 lLess than 0.13
MIN INDEX S.6 Less than 9.8
IgG CSF - . L 3.4 B.5-6.1 mg/dL
1g6 SERUM " - 1120 600~ 1688 mg/dL :
igil SERUNM 187 48-2%8 mp/dl.
ALBURMIN CG 6.5 = 13~ 94 mg/dbL
ALBUMIN SERUM 4740 37803088 wmg/dL
IgM CSF B.63 8.62-0.280 mg/dL
%. burgdorferi IgG Abs CSF Less than 135 Less than 15 Units
®. burgdorferi IghM Abs CSF Less than 15 Less than 15 Units
R. burgdorferi Igh6 Abs Serum Less than 15 Less than 15 Units
B. burgdorferi IgM Abs Serum l.Less than 13 Less than LS Units
7
~ :
EORRELIA burgdorferi IgG & IgM ANTIEQODY IMDICES, EIA/NEPH:
4 A Borrelia burgdorferi Ig8 awnd/or Ight Antibody Index >2.8 is
strong evidence of intrathecal synthesis of H. burgdorferi-
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(~¢> specific antibodies and suggests Lyme neurcborreliosis if
i . neurosyphilis has been ruled out. Megative results, however, do
not rule out neuwroborreliosis, especially during very early
1nfections or  In  ismmunosuppressed individuals. A disease
duration of 4-5 weeks 135 probably redquired before THBR synthesis
1f specific Igh is demonstrable. An elevated Albumin Index is

...~ . .suggestive of blood-brain barrier damage. RECOMMEMDATIONS: . B. o
burgdorferi IgG or IgM Antibody Index results hetween 1.8 and 2.8
arte considered indeterminato. raecommends further
evaluation of indeterminate B. burgdorferi Antibody Indices with
addi*tional pairced CSF and zerum specimens and with B. burgdorferi
DNA by PCR (test code - on CSF, especirally for diagnosis of

early disease, if clinically indicated. Flease provide the
accession numbers of the current specimens
when submitting Tfollow-up specinens. The =specimens will be

tegted simultaneously bto optimize the utility of +the results.

f‘\ All spoecimens are stored frozen for six weeks for additional
i testing. (388)
- VDRL, CSF: Although false positives in the VUDRL test are ?
generally restricted to serum and are not usually found in VDRL
CsSF, the possibility of false positives must always be
cansidered. The VDRL C8F test has a sensitivity (positivity in
disease) for neurosyphilis of only 38X and a specificity

(negativity i1n health) of about 99%, fhe FTA-ABRS CSF test has a .
sensitivity for neurosyphilis and a specificity of 188X and 39.2X%
respectively. Hence FTA-ARS CSF should be considered in all
cases if clinically indicated. Monitoring the CT3F VDRL is useful - !
because wi "h successful Ereatment the UDRL titer is expected to
decrease .bout fourfald at three months and eightfold at six

months (J. #fAm Assoc., 19835 253;1296-12
provides simultaneous testing of CSF
o . treatment and at 3 and 6 months after tre

Please call us 1f you want FTA-ARS and FTA-ARE igM testing on CSF

00303604

———— . — (%

d on page: 3
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we have frozen. Flease provide us the “ ’
accession number of the first specimen when you sen ollow—up

specimens S0 we <14 t=23t them simultaneously as is Necessary
to optimize the usefulness of bthe results. All samples are
stored frozen T fTour weeks at

Based on a recent FDA {ublic Health Advisory communique (July 7,
1997), assays for anti-FKorrelia burgdorferi (anti-Bb) should be used
by eclinicians only to support a clinical diagnosis of Cyme Disease.
The results should be interpreted only in the context of a two-step
testing algorithm, total or class-specific antibodies (Igh or Ig06)
by EIA or IFA and Western—-blot (Immuncblot) assays.
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pg 1% of ERAN
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Pat.2nt L
. { % Dept H

- Al DOB:
MRN:
DIAGNOSTIC IMAGING REPORT

EXAM: 28-May-98 11:20 PM CT HEAD WITHOUT CONTRAST

Requested by:

History:
ER8 RO BLEED
A noncontrast CT scan of the head is submitted in this 28 year old
female a status post arrest while playing soft ball. The present exanm
is done status post intubation. The present examination shows no
subdural hematoma and no intraparenchymal hematoma. There is no
hydrocephalus or shift. There is no CT evidence of subarachnoid
blood. There is no air fluid level within the sphenoid sinus.

IMPRESSION:

Noncontrast CT scan of the head submitted in a 28 year old female
showing:

1. No subdural hematoma and no intraparenchymal hemorrhage.
2. No hydrocephalus or shift.
3. No CT evidence of subarachnoid blood.

4. No air fluid level within the sphenoid sinus.

98~-11237

PE of EAN

radiologist: [ G /signs on line/

Transcribed on: 30-May-98 12:41 PM by
Finalized on: 2-Jun-98 10:23 AM by M.D.

Attending MD: NO PRIVATE, PHYSICIAN
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DOB:
MRN:

Patient Loc:
_ ' pept _
DIAGNOSTIE€ IMAGING REPORT

e : [

EXAM: 29-May-98 4:40 PM  EEG

Qg—1 1237
08 /05 /38
pg lo of 20 EAN

Radiologist : [INNIGNGNNNEEEEEEE /signs on line/
Transcribed on: 1-Jun-98 2:42 PM by

Finalized on: 2-Jun-98 5:32 PM by
Attending MD: [

FINAL cCoOoPY
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~\ Patient Loc:
~~ Dept No: HIIIENEGEGE
DOB:

Sex: F
MRN:
DIAGNOSTIC IMAGING REPORT

EXAM: 29-May-98 4:40 PM  EEG

NI
History:

V-FIB ARREST,RESP.FAILURE PEEG. _

DEPARTMENT OF NEUROPHYSIOLOGY

CONDITIONS OF THE RECORDING: Portable tracing, taken in the ICU. The
patient was extubated one hour prior to testing. The patient was
awake, alert and cooperative. Speech was difficult because of the
intubation.

Background activity of this EEG consists of 10-12 c.p.s. of alpha,
30-50 microvolts seen bilaterally, bisymmetrically in the posterior
head regions.

Beta activity is seen at low, voltage 15-30 c.p.s. in the anterior and
central head regions.

There are no paroxysmal or asymmetrical features to the recording.

A portion of the recording represents normal drowsy state.
Hyperventilation was not performed.

Photic stimulation was performed and produced no change in the record.

Please note, ERG tracing reveals intermittent bigeminy.

IMPRESSION:

Normal EEG. No evidence of underlying focal slowing or seizure
activity.

93—1123?
08/05/9

0008098
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DIAGNOSTIC IMAGING REPORT

EXAM: 30-May-98 9:40 PM CHEST 1 VIEW

Requested by:

History:
TEMP

Chest exam demonstrates the patient has been extubated. Perihilar
infiltrates are markedly improved since 5/29 compatible with improving
pulmonary edema.

IMPRESSION:

Small perihilar infiltrates markedly improved since 5/29.

98-11237 S
E /05798
PE of EAN

Transcribed on: 1-Jun-98 9:32 AM by
Finalized on: 2-Jun-98 8:24 AM by
attending no: |
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6/05/98 95:37

% % % * % J% AN .

PATIENT:
MR#/ACT#:

- ADM/DSH DATE: 06/02/987
ORDER #:

DOCTOR:
) COMPLETION DATE: 05/29/98

rererrzNG puysIician:

ECHOCARDIOGRAM EXAMINATION

Aortic Root 30 mm (<39)

Left Atrium 25 mm (<41)
Mitral Valve Excursion mm (>19)
EF Slope

Left Ventricle: EF 55-60%

EDD 47 mm (37-56)

ESD 31 mm

IVS 10 mm (6-11)

PW 10 mm (6-11)
Right Ventricle mm (<30)
Pericardial Effusion: NONE

COLOR FLOW & SPECTRAL DOPPLER
Aortic wvalve: Systolic Flow 1.5 M/S (1.0-1.7)

Peak Systolic Gradient mmHg

Valve Area sg cm

Regurgitation: NONE
Mitral Valve: Area sq cm

Regurgitation: NONE -« 98-11237
Tricuspid Valve Regurgitation: NONE %‘_’gff
Estimated PA Systolic Pressure Pe
Pulmonic Valve Regurgitation: NONE

EAN

2D and M-mode echocardiographic study with color flow and spectral
doppler examination is performed in the standard echocardiographic
views. The image quality is fair. The left ventricular cavity sizz and
wall tShickness is normal. The left ventricular systolic function :s
normal and the ejection fraction is estimated to be in the 55-60% rznge.
No grcss regional wall motion abnormality is noted. The right
ventricular systolic function appears normal. The left atrial size is
normal. The right atrial size is normal. The aortic root size is »
nermal. ‘
The acrtic valve is poorly visualized but appears to be grossly normal.
There appears to be adequate leaflet separation and suggests no aortic
stenosis. The mitral valve appears morphologically normal with normal
excursion of its leaflets. There is no mitral stenosis. The tricuspid
valve appears morphologically normal with normal excursion of its
leaflets.

There is no pericardial effusion.

Color flow doppler examination reveals no aortic regurgitation, no
mitral regurgitation, and no tricuspid regurgitation.

Spectral doppler examination reveals a peak systolic flow velocity

across the aortic valve of 1.5 m/sec which is within normal limits.

** CONTINUED ON NEXT PARGE **

000040



2 COMPLETION DATE:

CONCLUSIONS:

1. Normal 2D echocardiographic study.

*** QORIGINAL ***+*PRINTED:

6/05/98 9:37

PN

PATIENT:
MR#/ACT#
ADM/DSH DATE:
ORDER #:
DOCTOR:

05/28/98 06/02/98

05/29/98

98-11237

8/s/0S/
PE &_ of EAN

00011



[ R
No3 O 35,98 2

EZLL—-B6

=N\

——
aptoin namduan ng

T

|V Jpmp puismsp

g — -
[y it §
T

T +

J e —

T

1
—E—toop=i)

—

[ s S
ry

1{_

T

==

__
a
w
MATIAHN LSO < .
- 023 IVWHON - Lz SHO mw
- d S
--SIXV~--
o
L8€ 21D =
7Le 10
6L  ASND
A vl ud
wyl1hgs § 211 ‘YJ ‘SIXE J JEWIONSC Tt --ssrecc-cg aes ‘myrhgs snurs jRWION S9 a1ey -
r12dg 1xq
NEGQZ nxz

41 Jjewdy sieak g7



E

F

RIGHT AND LEFT HEART CATHETERIZATION

Last Name: ||| | NEGE First N ame:-
Procedure Date: 6/2/98 Medical Record #: _ Billing + I
Date of Birth: || Gender: F Cath #:_
Performing Physician: ||| N 1.D.

Referring Physician_

Historv

The patient is a 28-year-old female admitted with unstable angina.
Risks

Risk factors: No cardiac risk factors.

Indications/Procedure Performed

Indication for right and left heart catheterization, coronary arteriography and left
ventriculography is cardiac arrhythmia.

Pre-Procedure Lab

BUN 30 Creatinine 08

Na -140 K+ 43 Glucose 1-6
Hgb 140 Het 40.9

PTT 232 PT 11.4

Technique

Primary vascular access was achieved through a 5 French arterial sheath inserted into the right
femoral artery and an 8 French sheath into the right femoral vein. JL4, JR4, and pigtail
diagnostic catheters were used. A 7 French thermodilution Swan-Ganz catheter was used for
right heart pressures. A total of 105 cc of non-ionic contrast was administered

98-11237
08 /05
pg [3 of EAn

~ 000013



Last Name: [N

Medical Record AN

Hemodvnamics

First Name:-

Site

A\ ‘ Systolic

- Diastolic

LV

119

Aorta

Right Atrium

115

Right Ventricle

26

Pulmonarv Artery

Pulmonarv Capillary Wedge | 10

24

Ozximetrv — Site Data

Total Hb

02 Saturation

02 Content

v Site | Location
MPA

14

72

13.8

Ao !

14

96.9

18.4

Cardiac Qutputs

Method

Heart Rate

Cardiac OQutput (L/Min)

Cardiac Index (L/Min/m2)

AV 02 Difference

Thermodilution

63

6.77

3.09

4.6

Fick

3.13

Lesion Findings

Right coronary artery: Normal.
Left main coronary artery: Normal.
Left anterior descending coronary artery: Normal. Diagonal branche: are normal.
Left circumflex coronary artery: Normal. Marginal branches are normal.

Left Ventriculogram

6.85

"

Left ventriculogram was performed in the RAQ projection. Estimated ejection fraction is 60%
with normal LV wall motion analysis.

Complications

None

Final Diagnosis

Normal coronary arteries.

Recomma2ndation

Electrophysiologic study.

58-11237

105/96
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Vessel Tree

Patient Last Name:
Patient First Name:

MD

Case ID Number:
Patient ID:

Cathing Physician

S8-11237
08/0s5/
PE 4 of EAN

C00645
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Hemodynamic Summary

|

lm 219

116/78 Mean 96
PB 114/70 Mean 90

-y
>
D B Sys: 115 /ED: 10

\
Sys: 119 /ED: 9

A 6/V 4 Mean: 2

gB8-~11237
0B /05 /
pg Lo of 3 EAN
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PROGRESS RECORD

C 'Q -
£
Note progress in case, complications, consultations, change in
Date diagnosis. condition on discharge, instructions to patient Date
DATE: OOC-03-98
“)
CATHETERIZING PHYSICIAN: ////l
L ASSISTANT CATEETERIZING PHYSICIAN:
' PROCEDURE _PERFORMED :
L
: i
,l
C S
FINDINGS: =
&« ‘ b
Lt v .
/ 4 L/)‘IL
z
SV V -
END DIASTOLIC PRESSURE (APPROXIMATE) . <
EJECTION FRACTTON (APPROXTIMATE]L . - /p (
VA
/4
L MERICATIONS ADMINISTERED: =
95;1 133?
oS
s R e ——
DISTAL
20ST PROCEDURE CONDITION: PULSES:
- - CLEANC

PHYSICIAN SIGNATURE



II.IIIII!!III! .D.
Dictated: 06-05-98
Transcribed: 06-22-98

S8-11237
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LECTROPHYSIOLOGY STUDY REPORT

vane : [
. :_ Billing No.: DOB: _Age: 28
in Wt :

. 1bs. BSA: Sex: F
Study Date: 06/03/98 Patient Type:

Referring Physician: -
Physician performing study: || |G v o
Assistants: | VD

Scudy Number: || N

Pre-medication: Valium 5 mg. p.o.

CLINICAL DIAGNOSIS:

The patient is a 28-year-old female with no prior cardiac history.
The patient was resuscitated from an out-of-hospital cardiac arrest,
where ventricular fibrillation was documented on 5/28/98 and brought

tolllIEEEEEEEEEEEEEEEEE Of note, the patient had taken an over-the-

counter medication, Herbalife, to try to lose weight the day of the

event. The patient had a myocardial infarction ruled out and was
transferred to* where she had a normal
cardiac catheterilization, including normal coronaries, normal LV

functicn, and normal right heart pressure. The patient was referred
for an ZP study.

Of note, review of the EKG's fromq showed no
evidence of QT abnormalities, no conduction abnormalities, and her
electrolytes were normal.

INDICATION FOR STUDY: VF arrest

PROCEDURES:
Number of
Catheters Inserted Entrance Sites Insertions
Tetrapolar 6 fr. Rt Femoral vein 2
98-11237

ag/os/
PE of EAN
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ELECTRODES:
Escphageal Pill Electrodes: No

ECG Leads: I AVF V1

RECORDING SITES:

High right atrium Mid right atrium
HIS Bundle location R.V. apex
R.V. outflow tractc

STIMULATION PROTOCOL:

Single atrial extrastimulus during atrial pacing
High right atrial pacing

Rapid atrial pacing

Single ventricular extrastimuli during v. pacing
Double ventricular extrastimuli

Triple ventricular extrastimuli

Twice diastolic threshold

"STIMULATION SITES:
HRA
RVA
RVOT
MEDICATIONS GIVEN DURING PROCEDURE

MEDICATICN DOSE UNITS ROUTE
None

COMPLICATIONS: No

CATHETERS LEFT IN PLACE: No

TIME GIVEN

PE

98-11237
705/
of

EAN

C0002Z0
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ELECTRODES : 2
Esophageal Pill Electrodes: No

ECG Leads: I AVF V1
RECORDING SITES:

High right atrium Mid right atrium
HIS Bundle location R.V. apex
R.V. outflow tract

STIMULATION PROTOCOL:

Single atrial extrastimulus during atrial pacing

High right atrial pacing

Rapid atrial pacing

Single ventricular extrastimuli during v. pacing -
Double ventricular extrastimuli

Triple ventricular extrastimuli

Twice diastolic threshold

STIMULATION SITES:
HRA
RVA
RVOT
MEDICATIONS GIVEN DURING PROCEDURE

MEDICATION DOSE UNITS ROUTE TIME GIVEN
None

COMPLICATIONS: No
CATHETERS LEFT IN PLACE: No

98-11237
08 /05
pg A of & ean
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PAGE 04

_ _

RESULTS:

4

1. Normal resting intervals:

RR= 904 ms

AH= 90 ma

HV= 45 ms
2. Normal sinus node function with the maximum corrected sinus node
recovery time= 236 ms at PCLP= 500 ms.
3. Normal AV node function with the AVNERP= 260 m$ at PCL= 600 ms and
Wenckebach cycle length= 280 ms.
4. Normal HIS Purkinje conduction with the HV interval= 45 ms and no
prolongation with rapid atrial pacing.
5. RV apex stimulation:

a) PCL= 600 ms VERP= 200 ms

PCL= 400 ms VERP= 200 ms

b) Programmed stimulation with up to three premature stimuli,
cycle length 500/400 ms, did not induce any sustained ventricular
arrhythmias. A maximum three complex non-sustained VT was induced.
6. RV outflow tract stimulation:

a) PCL= 500 ms VERP= 220 ms

PCL= 400 ms VERP= 230 ns

b) Programmed stimulation with up to three premature stimuli,
cycle length 500/400 ms, did not induce any sustained ventricular
arrhythmias. A maximum three complex self-terminating VT was induced
with programmad stimulation.
7. Burst pacing in the high rijght atrium was performed at 80
milliseconds to induce afib. The rate of afib was only 140-160 ms.
There was nc evidence of pre-excitation. The afib self-terminated in
less than one minute.

RECOMMENDATIONS:

The patient had a normal EP study with no evidence of pre-excitatiom,
no inducible ventricular arrhythmias, and no other abnormality found
that could possibly explain the VF arrest. Will talk with Dr. [N
concerning the results of the test.

Dict':ateH: -03-98

Transcribed: 06-22-98

98-11237
0B8/05 /98
pg 4 of EAN
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RESULTS:

1. Normal resting intervals:

RR= 904 ms

AH= 90 ms “

HV= 45 ms
2. Normal sinus node function with the maximum corrected sinus node
recovery time= 236 ms at PCLP= 500 ms.
3. Normal AV node function with the AVNERP= 260 ms at PCL= 600 ms and
Wenckebach cycle length= 280 ms.
4. Normal HIS Purkinje conduction with the HV interval= 45 ms and no
prolongation with rapid atrial pacing.
5. RV apex stimulation:

a) PCL= 600 ms VERP= 200 ms

PCL= 400 ms VERP= 200 ms

b) Programmed stimulation with up to three premature stimuli,
cycle length 500/400 ms, did not induce any sustained ventricular
arrhythmias. A maximum three complex non-sustained VT was induced.
6. RV outflow tract stimulation:

a) PCL= 500 ms VERP= 220 ms

PCL= 400 ms VERP= 230 ms

b) Programmed stimulation with up to three premature stimuli,
cycle length 500/400 ms, did not induce any sustained ventricular
arrhythmias. A maximum three complex self-terminating VT was induced
with programmed stimulation.
7. Burst pacing in the high right atrium was performed at 80
milliseconds to induce afib. The rate of afib was only 140-160 ms.
There was no evidence of pre-excitation. The afib self-terminated in
less than one minute.

RECOMMENDATIONS:

The patient had a normal EP study with no evidence of pre-excitation,
no inducible ventricular arrhythmias, and no other abnormality found
that could possibly explain the VF arrest. Will talk with Dr.

concerning the results of the test.

Dictated: 06-03-98
Transcribed: 06-22-98

98~-11237

pE 23’2?<§§ EAN
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ame : [INNNEG
]
n Wt : 1bs.

Study Cate: 06/04/98 Pati

Referring Physician: ||} QBN

si11ing vo. : SN,

ELECTROPHYSIOLOGY STUDY REPORT

ent Tyre:

Physician Performing study: ||} )b GGG @ v -

Assistants:

Pre-medication: Valium 10 mg. orally

CLINICAL DIAGNOSIS:

Ms. _ is a 27-year-old woman status post cardiac arrest witk
no evidence of structural heart disease or inducible ventricular

arrhythmia. The patient was referred for insertion of a

non-thoracotomy implantable defibrill
INDICATION FOR STUDY: Implantable de
testing

PROCEDURES:

Zatheters Inserted

ELECTRODES:
Esophageal Pill Electrodes: No

ECG Leads: I AVEF V1

RECORDING SITES:

ator.

fibrillator

Entrance Sites

Number of
Insertions

98-11237
08/05/38
pg &0 of Y EAN

C00024
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STIMULATION PROTOCOL:

STIMULATION SITES:
MEDICATIONS GIVEN DURING PROCEDURE
MEDICATION DOSE UNITS ROUTE TIME GIVEN
Kefzol 1 g. IV
Propofol .
COMPLICATIONS: No
CATHETERS LEFT IN PLACE: No
87307
08/0S
pg e/ of JY EAN

CO0025
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RESULTS:

1. The patient was prepped and draped in a sterile fashion. 1%
Lidocaine was infused over the left pectoral area. A left pectoral
subcutaneous pocket was formed. Hemostasis was achieved. A CPI Model
#0125 Serial #308261 pacing and defibrillating lead was inserted via
the left subclavian vein using a modified Seldinger technique and
positicned in the right ventricular apex under fluoroscopic guidance.
The lead was secured to the pectoralis fascia using a suture tie and
2-0 silX. Final pacing thresholds were measured at 0.4 volts and 0.6
milliamps at a pulse width of 0.5 milliseconds. The measured lead
impedance was 646 ohms with a measured R-wave of 24 millivolts. This
was felt to be satisfactory and the lead was connected to a CPI Ventak
Mini III Model #1782, Serial #JM implantable defibrillator. Using
the device, after the patient was adequately sedated, a 1 joule test
shock was administered during sinus rhythm. The measured shocking in
lead impedance was 50 ohms. Ventricular fibrillation was induced
using rapid ventricular pacing. The device successfully detected and
defibrillated the patient to a slow idioventricular rhythm which then
converted to sinus rhythm with a single 17 joule shock. The measured
shock in lead impedance was 48 ohms. After five minutes, this was
repeated. The device again detected and defibrillated the patient to
sinus rhythm with a single 17 joule shock. The measured shocking lead
impedance was then changed to 48 ohms. The device was implanted. The
wound was closed in three layers using 2-0 and 3-0 Vicryl. The wound
was steri-stripped and dressed. The patient awoke uneventfully and
left the EP Laboratory in satisfactory condition.

2. The device was left in «the active mode with the rate cutoff of 135
bpm. The first shock energy was programmed to 17 joules. The
remaining shock energies were set at 31 joules. VVI pacing was set at
a lower rate of 40 bpm with an output of 4.0 at a pulse width of
0.5 milliseconds.

chtateJ !! C4-38

Transcr-bed: 06-22-98
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LECTROPHYSIOLOGY STUDY RE \A

Name:
— 3i1ling No. poe: I Ace:
lbs BSA: Sex: F

Study Date. 06/05/98 Patient Type:
Referring Physician: _
Physician pPerforming study: ||} NN NG

Assistants:

Study Number: _

Pre-medication: None

CLINICAL DIAGNOSIS:

Ms. _is a 28-year-old woman who underwent insertion of a CPI
Mini III, Model #1782 ICD yésterday. She now returns to the

Electrophysiclogy Laboratory for pre-discharge testing.

INDICATICN FOR STUDY: Implantable defibrillator

testing
PROCEDURES:
: Number of
Catheters Inserted Entrance Sites Insertions
ELECTRODES:
Esophageal Pill Electrodes: No
ECG Leads: I AVF V1
RECCRDING SITES: gg;ﬂiag
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STIMULATION PROTCCOL:

STIMULATION SITES:

MEDICATIONS GIVEN DURING PROCEDURE

MEDICATION DOSE UNITS ROUTE TIME GIVEN
Versed
Propofol
- ' -11237
COMPLICATIONS: No 2 oaro8

pg &Y of 2¥ EAN
CATHETERS LEFT IN PLACE: No

RESULTS:

1. The patient's device was interrogated. No recent events were
detected. The measured R-wave was 13.8 millivolts with a pacing
threshold of less than 0.6 volts at a pulse width of 0.5 milliseconcds.
The measured lead impedance was 548 ohms. Ventricular fibrillation
was induced after the patient was adequately sedated. The device
successfully detected and defibrillated the patient to sinus rhythm
with a single 17 joule shock. The measured shock in lead impedance
was 44 cohms. The patient awoke uneventfully and left the-

in satisfactory condition.

. e device was left in the active mode with rate cutoff of 185
bpm. The first shc-k energy was programmed to 17 joules. The
remain-ng shock ernzrgies were prcgrammed to 30 joules. VVI pacing was
set at a lower rate of 40 bpm with an output of 4.0 -~lts at a pulse
width of 0.5 milliseconds.

RECOMMENDATICONS:

The patient underwent successful insertion of a non-thoracotomy

implantable defibrillator. Wound instructions were given. She will

be seen in the outpatient office in two weeks. )
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MEDICATIONS GIVEN DURING PROCRDURE :

MEDICATION DOSE UNITS ROUTE TIME GIVEN
Versed
Propofol ‘ '
i
COMPLICATIONS: No 9B-11237
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CATHETERS LEFT IN PLACE: No pg 4 of EAN
RESULTS:

1. The patient's device was interrogated. No recent events were
detected. The measured R-wave was 13.8 millivolts with a pacing
threshold of less than 0.6 volts at a pulse width of 0.5 milliseconds.
The measured lead impedance was 548 ohmg. Ventricular fibrillation
was induced after the patient was adequately sedated. The device
successfully detected and defibrillated the patient to sinus rhythm
with a single 17 joule shock. The measured shock in lead impedance i
was 44 ohms. The patient awoke uneventfully and left the !
in satisfactory condition. :
2. The device was left in the active mode with rate cutoff of 185 :
bpm. The first shock energy was programmed to 17 joules. The
remaining shock energies were programmed to 30 joules. VVI pacing was
set at a lower rate of 40 bpm with an output of 4.0 volts at a pulse
width of 0.5 milliseconds.

RECOMMENDATIONS :

The patient underwent successful lnsertion of a non-thoracotomy
implantable defibrillator. Wound instructions were given. She will
be seen in the outpatient office in two weeks,. CO0G30
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Patient Loc: - -
Status: D

B #: I DOB:

Radiology Consul¢tation

Confidential Medical Information. If you received this document in
error, please call immediately.

physician: [

h 5-Jun-98 9:53 AM Requested by:_
CHEST PA&LAT VIEWS

Billing Codes: _

Diagnosis:
ANGINA

PA and lateral views of the chest show a normal size heart. An
internal defibrillator is present. The lung fields are clear. The

hilar structures and mediastinum are normal. The bony structures are
intact.

IMPRESSION:
Internal defibrillator. No acute disease.
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Approved by:
s icned oy, [ -
Transcribed on: 6-Jun-98 10:01 AM b
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- BORDERLINE ECG -
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. Normal sinus rhythm, rate 7S.................... Normal I axis, PR, rale & rhythm

. Nonspecific Anterolateral T abnormalilics T neg, T/ORS ratio <.07 1,1.,V2-Vé

PRELIMINARY-MD MUST REVIEW
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] 5 JUN 1998 6:22:37AM
29 yrs Female

PR 150 (NSR ). Normal sinus rhythm, rate 75 - - - - - Normal P axie, PR, rate & rh n:a MW
QRSD 80 (TOAL ). Nonspecific Anterolateral T mc:onamwpnwmm - - T neg, T/QRS ratio <.07 I,L,V2-V6
QT 382 - BORDERLINE ECG - wmummwwm S
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I 06/01 /1998 12:41:38 pv [N

28 years Female nr:
Rx: Room:
Dx: O_;_."‘
Rale 65 Normal sinus rhythm, rate 65.................... Normal P axis, PR, rate & rhythm
PR 142 . <H
QRSD 79 13
QT 372 ()
QTc 387 Requested by: =

8/05/98

—-AXIS-- oz (A of 34 ERN =
P -1
QRS 21 - NORMAL ECG -

PRELIMINARY-MD MUST REVIEW




